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W HPT # fH*T Y* tfWT It lift I furfc f* I? «m tfWOTT ^ H # 

htt it 

Separate Paging Is given to this Part in order that it may be filed as 

separate compilation 


wwwr «rtr ofvsrre 

8f fre^ft, 20 WHPT, 1-586 

wtbflrer 

tTT. itt. ft ion (^):—oYr irerre *twft fare, 
1945 TTT U\X (ifflUl TO if.' fa 7 nfalW fa ref »f fastfafiTT 

sure, far? fcim revn, rffafa wfaft rewm tfr# it -unt* 

%r frettf tffafa wYt KffTT-T nretfr airfare, it>4'j (19 40 
Vf 33 ) *ft URT 12 t A< 3 3 Ji-.I ST4VT stftfr^i VT refa f7T% 
57, ^TRT nrpr I, OT 9TO <Pt JfYiTrreTT $T *T*fr *7f5f?TTf 
ift TTiimfr rerrfct feov jt, P-retr reir retfre ffa 
»-f re-fret 5; *0? re% iRT iffr jjrer ft ^rfr £ Pr ^re sire 
faref re re trrifrj it fatfat, re vrm qft afref, freif x?, 
afa^-re t nrefre 4fr rent rere tT 3<t*r*sr rent re% *K 
rtts fin tit rerfit iff retffa re faret fare refart 1 

fa*$f ipr re^fa nr rjmf <rr, aft re wrr fafaftre refa 
sit rrmf^ <rr re re?r ntfi sre stm Prqvrf re rerer fare 
fffPW ft 13F.T tjfY, ivn^ii) re-m itttc HTitffr 1 


HW't faret 

1. (i) re fareff re rrftrtT nre ifhfa iftv retire rttreff 

(fjvftre) PfW, 1986 £ I 

(ii) 5 wra 3r tffre renvre nff re ipjer 1 

2. ofafa «sffr irerre spurt farer, 1945 if,- 

(*) B if , - 

(1) Mfa «ftr retvTt*rer fwrr^R k sret 
wjffK” srftfe qv^mf ''^rtr-Rtrire” frRrte fitr 

reifre Bfff oirtTift; 

(2) ‘MisreHirt'nre *fk m»f‘ v T»Ttq 
"^rTRi d i v ntre" srRffe wtr-reifre iff 

(3) tnff stfr" srft-fe <n^ “wmftrer 
!rrrj9FtTrnv” irfvftr tRr.wifre nfr vt^rfr; 

(4) "finffret” srfwfe % trerq "rf frrtfre jrrr?t- 
retnre" srfirfe re:rerfre Pfrt ^TT^rr; refq:— 

15) traifarntfire nftrfe % TT-7ra' ftre nfirfe: 
ureifarfre i?t arn<f> 3f«tfa : — 

’'•ftfvre 2 "reWRrfe fffft” 


UJ 
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(w) to^HV 

( 1 ) “WTVEfWfPr STTyrnfr^rr" nfoftc 77 qfPr Mr 

TITMT I 

( 2 ) "vSwr % fat? sttsM arpVPm ttoM”, srPrPt 

% “8ITJT7T7 irfans" 5rfttfe TprniPRt 

aTTRil; 

( 3 ) ‘'qm^rorm irnjtwPuT” JiforfR % tott^ 

" ffi teT M ft" srftfe tortPr 

( 4 ) "*TalRRT^'l ; T fftfiPR jrfqfe % MV7I7 ’Vrfq- 
»Ht" nftfe *f?TRTPm qft sttMV; 

( 5 ) "tfWrsfretw" siftfe % 7 ?^ "fontfrftnr Tftfa- 
77 ” srfqfe toriPw tttMV; 

(0) i ‘ « > mVwT«<oh 4 R" srPrfe: % ttot^ ‘'Met^Pt" 
sftfe to wrFrrr tA <sm?fV; 

( 7 ) "Pr^fo* #fonm 'nfinnu" TOrnt "M*r- 

»mW wfaP« towiPr oitMV; 

(s) "wrefwfirte” nfiife % totoh "fcrrtfw" Jrfqfe 

TO^RlPniT 'jiIT nft ; 

( 9 ) '‘wPoTOrr toct *m mfirfiw % wr irnfa 
arPV tMtoV" nPrfe % mrq PrmfafTO 
afufenl 7 # TO$tV, *mft{:—. 

"ypn-siW 

'' T-M r faq. *p*r" 

( 10 ) “tois % q*w», 3 ?r?jMM ut 

7 ??, to% rminff; to to % toPt «rnV «n% 

MV tot«V «pt 7 ^ tow” ufafe % ''^¥?r- 

tar irforV Trfqfe *ftr:wrfro tY «rrq»fV; 

( 11 ) ppfMmr*” srPrfe % mr^ 
''rfrofc pTjMVrnfr" srfafe towtPpt 
% t TTRift; 

(12) "mriVfTOiTO" sPrftc % toto ''fafP^tfPm" 
Trftrftc to Rrfro tfV orr^afY; 

(1 3 ) "TMPmrftm; tow” wfiftc <ttott{ "r;- 
fafro ®mr: Mr Mrtt” sftrfe to MM *V 
'ro.tV ; 

( 14 ) "ftrpfPr |rr?>rMri»” srPrfcr * <ronq 
sfM” irPrfcr Mf:wrfM tP <snpfV.; 

(is) 3w% tow” srfrfe $ qimr?( ‘%*V- 

«Vtt” irPrfe toMM TfV wttitV; 

( 10 ) "MtWYt" srfqfe % TOWT^ Tftftro” 

( 17 ) sPrfe % q^mj fWnfro 

sPrfwmt tortPpt t?V qmtafJ, toPj;- 
"4tnfmfa criM” 

(is) "wWar, to* towTt % qM uTO , wMin * 7 ^. 

WTffV «pTT5; 3ri% TOq” JTfqrfR ^ TF7TH 

JrfVfe »fer:w% qA qrrqqft; 

(19) "MM tnM*TfvMr’' Me * "^fMV- 
’nrM wMl” srfqfsj iffTWlTO qfv arrpfV; 


(20) "tftflrnr *ftr ^npfVri jrfqfie 

tptoi "rftftTO qunfrM’’ sri¥«e jfV 

srrpA; ^ 

. ( 21 ) srfirfe % 77 ^ "wtMWi%Mr” 

sri^fe tortIto wnff; 

(22) ‘% 4 )K'?+r; ?fMr rr^EtW srArfe $r tftrj 

"rRmTRftq” sfqfe to: Rifro wrqjfV- 

(23) ”i 4 iH'n rMs” srftRe % Trutfi "?frMW 

srfafe TO:F5rfTO ^ TtTqafr; 

( 24) "iT«?rSTift7 R{% w" Mffe % 7TRTH "^Tf- 

MfMr BiAfiwVir-r” stWr towtPw iff 
RpfV; 

(25) "frurtaifaH” srftfe %■ 7imrq[ ftMfte srfqferr 
4Ar:RTf7fT <FT ttk/tt, 

^ r W'rnTT ; 

( 20 ) "MMAr” srlVfM % TiRTq MtMto srftrfe 
tort fro q>V irrqifr, ar*rtw:— 

“wtiM grjjVwrm*" 

“MrAnr" 1 

[e. qqa-i joi 4 / 3 / 8 cpr qq c™» p ttmfl 

<fd.«fr. ^TrfwTO,w^qmrfTO 


Mm nrfw 1 - 5-1979 «qr 7*rrt(»flfTO *fVr «Vr1& tftr itoto 
T mnfrfim, 1945 , rtrt «h: qftqn: qrwiq totto 
(RU fR Mm) % awn qftqfw wh tojir wttoV 
arftrfroq Mr PttoV (<fr * afi 17 ^ 61 ) ^ 

toV%R I | RTiRitJ TO fMnft qfr qiTff ^7 
Tiapra- arm 2, «m 3 (iJ) if swrtro MTfwfro arftrparnwV 
8 nr tmttfro Mr tot; »mtp~ 

1. ttt. qq. fq. 1241 aTM 6-10-1979 

2- TTT. qfT. fir. 1242 TTAw 6-10-79 
3. m. 77. 12437ITPVW 6-10-79 

4- TTT. 77. PT. 1281 JUft* 12-10-79 

5- TTT. 77. Pt. 430 mAq 19-4-80 
6. TIT. 77. pT. 7797T<Vqj 26-7-80 

7- ttt, q7. Pr. S4o(*r) «tAw 22 - 9-80 
6. ITT. 77. f7, 680(ar) imM 5-12-80 

9 . tit. vr. Pt. 68i(»r) rrrfw 5 - 12-80 

10. TTT. 77. Pr. 6S 2(®f) mfVW 5-12-80 

11. WT. 77. Pi. 27 («t) TTfm 27-1-81 

12. 5T, Wf. f7, 478(W) MVW 6-8-8j 

13- TTT. 77. Pi. 62(3T) ffrfpf 15-2-82 

14- TTT. TT, pr, 462(ar) WTfPff 22-0-82 

15. TTT. 77. PT. 510(ar) «TA7r 26 - 7-82 

16. TTT. 77. PT. 13(8T) TTrfVTT 7-1-83 

17- TTT. 77„ PT. 3is(*f) MPl 1 - 5-84 

18 - *TT. 77. Pr. 331 (*) 7 tM 8 - 5-84 

19. T7. 77. PT, 460(*r) TrFRf 20-6-84 

20. TTT. 77. Pi. 487(*T) 7TA7T 2-7-84 
21- ITT. 77. Pi. S9(ar) TrfM 16-2-85 

22. ITT. 77. Pr. 788(*r) TtAw 10 - 10-85 

23. ET. 77. PT, 17(*t) mflV 7-1-86 
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MINISTRY OF HEALTH AND FAMILY WELFARE 
New Delhi, the 20th August, 1986 


(x) after the entry "Ergot, alkaloid* of, whether hydro¬ 
genated or not i their homologues; any salt of any 
substance falling within this item , the entry 
“Estradiol Succinate” shall be inserted ; 


NOTIFICATION 

G.S.R. 1011(E).—The following draft of certain rule* fur¬ 
ther to amend the Drugs and Cosmetics Rule*, 1945, which 
the Central Government propose to make, after consultation 
with the Drugs Technical Advisory Board, in exercise of 
the powers conferred by sections 12 and 33 of the Drugs and 
Cosmetics Act, 1940 (23 of 1940), i* hereby published a* 
required by the said Sections for the information of all per¬ 
sons likely to be affected thereby and notice i* hereby given 
that the said draft rules will be taken into consideration 
after the expiry of a period of sixty day* from the date on 
which the copies of the Official Gazette in which this noti¬ 
fication is published arc made available to the public. 

Any objections or suggestions which may be received from 
any person with respect to the said draft rules before the 
expiry of the period so specified will be taken into conside¬ 
ration by the Central Government. 

DRAFT RULES 

1. (i) These rules may be called the Drug* and Coametlc* 
(Amendment) Rules, 1986. 

(ii) They shall come into force on the date of fbeir final 
publication in the Official Gazette. 

2. In the Drug:; and Co*metics Rule*, 1945,— 

(a) In Schedule G,— 

(i) after the entry “Chlorthalidone and other deriva¬ 

tive* of Chlorobenzone compound", the entry 
"Cis-Platin” shall be inserted; 

(ii) after the entry “Cyclophospnmidc and its *aU*'\ 
the entry “Cytarabme” shall be inserted ; 

(iii) uftcr the entry “Insulin, all type*”, the entry 
“Lomustine Hydrochloride” shall be inserted; 

(iv) after the entry “Primidone”, the entry “Procar¬ 

bazine Hydrochloride” shall be inserted ; 

(v) after the entry “Sarcolysine", the following shall be 
inserted, namely :— 

"Sodium 2 MerCaptoethanesulfonate"; 

‘Tamoxifen Citrate"; 

(b) In Schedule H :— 

(i) the entry “Isoptine Hydrochloride” shall be omit¬ 
ted. 

(ii) after the entry, “Arsenic, Organic compound* of, 

for injection", the entry “Ajyrtadine Maleate" shall 
be inserted ; 

(iii) after the entry “Bromhexine Hydrochloride'’, the 
entry “Bumetidine" shall be inserted ; 

(iv) after the entry "Carbenoxolone Sodium”, the entry 
“Carbidopa” shall be inserted; 

(v) after the entry “Carisoprodol", the entry “Sepha- 
Iethin Sodium" shall be Inserted ; 

(vi) after, the entry “Chlorprothiaxene", the entry 

“Cimetadine” shall be inserted; 

(vii) after the entry "Cltrated Calcium Carblmide", th* 

entry “Clindamycin" shall be inserted; 

(vill) after the entry “Cyclandelate”, the entry "Dana- 
zol" shall be inserted ; 

(ix) after the entry "Drugs coming within the purview 
of the Dangerous Drugs Act. the following en¬ 
tries shall be inserted, namely;— 

“Econazole" 

"Enfenamic Acid”; 


(xi) after the entry “Fenfluramine Hydroshlorlde”. the 

entry “Flavoxate Hydrochloride” shall be insert¬ 
ed ; 

(xii) after the entry “Guanethldine", the entry “Halo- 

fuginone” shall be inserted; 

(xiii) after the entry “Indomcthacin; its salts”, the entry 
“Intralipid Intravenous Fat Emulsion” shall be in¬ 
serted ; 

(xiv) after the entry “Ketamine Hydrochloride", the 

entry “Kctoprqfen” shall be inserted; 

(xv) after the entry “Levarterenol; its salts", the entry 

“Levodopa” shall be inserted ; 

(xvi) after the entry “Mesterolone", the entry “Methi- 
cjllin Sodium" shall be inserted; 

(xvii) after 'the entry “Motoelopramide" the following 
entries shall be inserted, namely ;— 

“Metoprolol Tartrate" 

“Metrizamide"; 

(xviii) after the entry “Rauwolfla alkaloid* of their salts; 
derivatives of alkaloids of Rauwolfla; their salts", 
the entry “Rosoxacin” shall bo inserted; 

(xix) after the entry “Salicylozosulphapyridine”, the 
entry, "Sliomicin Sulphate” shall be inserted ; 

(xx) after the entry "Sodium and Meglumine Isthala- 
matea", the entry “Sodium Vglporate" shall be 
inserted; 

(xxi) after the entry "Sotalol", the entry "Spironolac¬ 
tone” shall be inserted; 

(xxii) after the entry “Sulfonal; alkyl Sulfonals”, the 
entry “Sulphadoxine” shall be inserted ; 

(xxiii) after the entry ‘Terbutaline Sulphate", the entry 
“Tcrizldone" shall be Inserted; 

(xxiv) after the entry “Trimeprazino, its salts’’, the entry 
‘Trimetazidtne Dlhydrochlorlde” shall be Insert¬ 
ed; 

(xxv) after the entry ‘Trimipramine” the following en¬ 
tries shall be inserted, namely;— 

"Tylosin Tartrato” 

“Urokinase”; 

(xxvi) after the entry “Vasopressin", the following en¬ 
tries shall be inserted, namely;— 

“Verapamil Hydrochloride" 

"Xipamld”; 

[No. X-l 1014/3/85-DMS & PFA] 
S. V. SUBRAMANIYAN, Jt. Secy. 

Note.—The Drug* and Cosmetics Rules, 1945, as amend¬ 
ed upto 1st May, 1979, is contained in the publication of the 
Ministry of Health and Family Welfare (Department of 
Health) containing the Drugs and Cosmetics Act and the 
Rule* (PDGHS-61). Subsequently the said rules have been 
amended by the following notifications published in Part II, 
Section 3(i) of the Gazette of India, namely :— 

1. G.S.R. 1241 dated 6-10-1979. 

2. G.S.R. 1242 dated 6-10-1979. 

3. G.S.R. 1243 dated 6-10-1979. 

4. G.S.R. 1281 dated 12-10-1979. 

5. G.S.R. 430 dated 19-4-1980. 

6. G.S.R. 779 dated 26-7-1980. 

7. G.S.R. 540(E) dated 22-9-1980. 

8. G.S.R. 680(E) dated 5-12-1980. 

9. G.S.R. 681(E) dated 5-12-1980. 
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10. G.S.R. 682(E) dated 5-12-1980. 

11. G.S.R. 27(E) dated 17-1-1981. 

12. G.S.R. 478(E) dated 6-8-1981. 

13. G.S.R. 62(E) dated 15-2-1982. 

14. G.S.R. 462(E) dated 22-6-1982. 

15. G.S.R. 510(E) dated 26-7-1982- 

16. G.S.R. 13(E) dated 7-1-1983. 


17. G.S.R. 318(E) dated 1-5-1984. 

18. G.S.R. 331(E) dated 8-5-1984. 

19. G.S.R, 460(E) dated 20-6-1984. 

20. G.S R. 487(E) dated 2-7-1984. 

21. G.S.R. 89(E) dated 16-2-1985. 

22. G.S.R, 788(E) dated 10-10-1985, 

23. G.S.R. 17(E) dated 7-1-1986. 
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